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Conception 

3. Claim 1, as currently pending in the above-identified patent application, 
calls roughly for a computer readable medium carrying a machine readable database 
identifying: (1) patient eligibility criteria for a clinical trial protocol; and (2) a plurality of 
workflow tasks for the clinical trial protocol. The workflow tasks are to include either (a) 
a post-enrollment instruction to have a specifled test performed on the patient, or (b) a 
post-enrollment instruction to have a specified CRF completed for the patient. 

4. We conceived of such a product well prior to September 10, 1999, and as 
evidence of this I attach (1) a document dated August 10, 1999 entitled "FASTTRACK 
Systems, Inc. Execuctive (sic) Summary" (attached hereto as Exhibit A), and (2) screen 
shots from two non-functional demos in existence as of July 20, 1999 at the request of 
FastTrack Systems (attached hereto as Exhibits B-H). 

5. Exhibit A is an Executive Summary prepared by me and others at 
FastTrack Systems. The date of the document is not in the document itself, but the name 
of the document on disk is "FT Executive Smry 8_10_99.doc". Thus the date of this 
document is August 10, 1999, a month prior to September 10, 1999. 

6. Pages 2-3 of Exhibit A recite: 

The heart of FASTTRACK' s technology is the Intelligent Clinical Protocol (ICP). 
The clinical protocol is the foundation of every trial and largely determines the 
time, cost and ultimate success or failure of the trial. All parts of a trial, including 
recruitment, treatment, data requirements, trial management and reporting, fiow 
from detailed specifications contained in the protocol. FASTTRACK believes that 
a system driven by the fundamental protocol provides the best solution for 
improving the trial process. 

The ICP begins with a protocol authoring tool that exploits detailed knowledge 
bases such as trial design templates, historical and competing clinical trials, actual 
medical procedure costs, anonymized patient clinical summaries, FDA and 
European regulatory requirements, preclinical pharmacokinetic and 
pharmacodynamic models and statistical parameters to assist the pharmaceutical 
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medical director optimize study design and model all aspects of the clinical 
development process. FASTTRACK software automatically translates the 
protocol into an intelligent electronic Case Report Form (eCRF) to be transmitted 
electronically to the physicians performing trials. Anticipating the rapid growth of 
electronic medical records, the eCRF will automatically screen the physician's or 
institution's current patient records to determine trial eligibility. 

Following enrollment, FASTTRACK protocol-directed workflow management 
software will generate appropriate role-specific task lists to ensure that the 
physician, nurses and other staff execute the trial tasks as specified in the 
protocol. Finally, FASTTRACK standard point of care data collection devices to 
ensure that all required data is captured in real time and is automatically 'reality & 
quality checked' while the patient is in the physician's exam room. 

Additional direct benefits to the study sponsors include: rapid analysis of interim 
study results, immediate implementation of any mid-study protocol modifications, 
near real-time monitoring of patient accrual and other project milestones, and 
point-of-service data validation and quality assurance. Direct benefits to study 
locations include: rapid patient accrual using automated screening tools, 
automatic protocol modifications without manual intervention, automated 
workflow and task lists for improved study productivity and throughput, and 
electronic data capture eliminating paper piles. The use of automated processes 
will eliminate many oversight steps which currently are done manually. 
Removing the manual tasks will significantly reduce direct labor costs, travel 
expenses, and time-to-database-lockdown. 

7. The ICP referred to in this excerpt was to be a database that would include 
numerous facets of a clinical trial protocol. The database was to drive numerous 
automated process tools for both pre- and post-enrollment processes defined by the 
protocol. The mentions in the last paragraph of the excerpt, concerning "immediate 
implementation of any mid-study protocol modifications," "rapid patient accrual using 
automated screening tools," "automatic protocol modifications without manual 
intervention," and "automated workflow and task lists," all corroborate my recollection 
that the automated tools would be driven by the ICP database, such that a change in the 
content of the database would automatically modify the operation of all dependent tools 
without manual intervention. In order to accomplish this, the database was to include all 
the necessary data for driving these tools. Such data was to include "patient eligibility 
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criteria", so as to drive the mentioned automated patient screening tools, as well as "post- 
enrollment instructions to have a specified test performed on a patient", so as to drive the 
"automated workflow and task lists." 

8. My recollection that the database was to include "patient eligibility 
criteria" is corroborated further by the statement in the above excerpt that "FASTTRACK 
software automatically translates the protocol into an intelligent electronic Case Report 
Form (eCRF) to ... automatically screen the physician's or institution's current patient 
records to determine trial eligibility." 

9. My recollection that the database was also to include "post-enrollment 
instructions to have a specified test performed on a patient", is corroborated further by the 
statement in the above excerpt that "Following enrollment, FASTTRACK protocol- 
directed workflow management software will generate appropriate role-specific task lists 
to ensure that the physician, nurses and other staff execute the trial tasks as specified in 
the protocol." I recall that the "role-specific tasks" referred to in this statement included 
tasks which included performing specific tests on a patient, such as to draw blood for 
blood tests specified by the protocol for the current patient visit. 

10. My recollection that the database was also to include "post-enrollment 
instructions to have a specified CRF completed for a patient," is corroborated by the 
statement in the above excerpt that "Finally, FASTTRACK standard point of care data 
collection devices to ensure that all required data is captured in real time and is 
automatically 'reality & quality checked' while the patient is in the physician's exam 
room." 
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1 1 . Exhibits . Exhibit B is a screen shot of the directory listing of a folder on 
a FastTrack Systems CD-ROM, setting forth the last-modified date of two software 
applications, SITE.exe and SPONSOR.exe. The last-modified dates for the two programs 
are both shown as "7/20/1999", which is well prior to September 10, 1999. 

12. SITE.exe was a non-functional demo developed at the request of 
FastTrack Systems by a company called MONKEYmedia. The software presented a 
mock-up of some of the features that we expected that a study site's tool would support 
when executed. 

13. SPONSOR.exe was another a non-functional demo developed at the 
request of FastTrack Systems by MONKEYmedia. SPONSOR.exe presented a mock-up 
of some of the features that we expected that a study sponsor's tool would support when 
executed. 

14. Exhibits C-E are screen shots generated by the SITE.exe program when 
executed. Because the version of the program that was executed to generate these screen 
shots was not modified since its "last-modified" date of July 20, 1999, these screen shots 
show features that were present in the program as of that date. 

15. Exhibit C illustrates the initial screen. It can be seen that the tool was to 
allow study site physicians to view information regarding patients, protocols, accrual 
information, and on-study tasks, among other things. 

16. Exhibit D is a screen shot illustrating a sample Recruitment Simulator 
screen, within the Setup tab in Exhibit C. The fact that it shows Eligibility Criteria for a 
particular clinical trial protocol EST2190, further corroborates my recollection that the 
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database that would drive the study site tool would include patient eligibility criteria for 
the protocol. 

17. Exhibit E is a screen shot illustrating a sample Schedule screen, within the 
On Study tab in Exhibit C. The fact that it shows a series of tasks to be performed in a 
particular visit by a particular patient, including (among other tasks) instructions to 
perform a Chest X-Ray, evaluate Pulmonary Function, perform a Pelvic Exam, and 
perform a Bone Scan, further corroborates my recollection that the database that would 
drive the study site tool would include post-enrollment instructions to have specified tests 
performed on a patient. 

18. Exhibits F-H are screen shots generated by the SPONSOR.exe program 
when executed. Again, because the version of the program that was executed to generate 
these screen shots was not modified since its "last-modified" date of July 20, 1999, these 
screen shots show features that were present in the program as of that date. 

19. Exhibit F illustrates the initial screen. It can be seen that the tool was to 
allow study sponsor physicians to view information regarding protocol authoring, among 
other things. 

20. Exhibit G is a screen shot illustrating a sample Eligibility Checklist screen, 
within the Authoring tab in Exhibit F. The fact that it shows Eligibility Criteria for a 
particular clinical trial protocol EST2190, further corroborates my recollection that the 
database that would drive the study sponsor tool, as well, would include patient eligibility 
criteria for the protocol. 

21 . Exhibit H is a screen shot illustrating a sample Protocol Editor screen 
within the Authoring tab in Exhibit F. The graphic on this screen illustrates a study 
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schema setting forth the visit sequences that a patient would follow according to the 
clinical trial protocol, and the tasks that would be performed on each visit, all as would be 
included in the ICP database. The fact that various tests would be performed on the 
patient at many of such visits corroborates my recollection that the database that would 
drive the study sponsor tool, as well, would include post-enrollment instructions to have 
specified tests performed on a patient. 

Diligence Toward Actual Reduction To Practice 

22. FastTrack Systems worked diligently toward developing a working 
prototype of a system incorporating the invention. The development of the demo software 
was part of the process, and the same company that developed the demo software also 
worked on a Functional Specification which set out the detailed requirements that 
software programmers need to code the functional prototype. Another company. Concept 
5 Technologies, Inc., worked with FastTrack Systems and MONKEYmedia on 
developing the software system architecture, among other things. 

23. Exhibit I is a copy of pages 115-118 from my second notebook. These 
pages are my notes of a status meeting on October 20, 1999 with the development 
company, MONKEYmedia, which corroborates my recollection that MONKEYmedia 
were proceeding with their development of the Functional Specification. 

24. Exhibit J is a copy of page 140 from my second notebook, which contains 
my notes of an October 28, 1999 Board Meeting. The second "accomplishment" listed at 
the bottom of the page says, "Conducted market research, defined architecture and 
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Release 1, started development." This note corroborates my recollection that 
development of the prototype was proceeding. 

25. Exhibit K are the cover page and pages 12-17 and 22-23, from the version 
1.0d05 of the Functional Specification. This document corroborates my recollection that 
development of the document by MONKEYmedia was still proceeding as of its date, 
which is December 17, 1999. 

26. The description on pages 22-23 of Exhibit K, entitled "3 Eligibility 
Checklist", corroborates my recollection that the database in the prototype system would 
include patient eligibility criteria for the clinical trial protocol. 

27. The description on pages 12-17 of Exhibit K, entitled "3 Patient Task 
Screens", concerns tasks that are to be performed on a particular patient on a particular 
visit. This particular description does not provide specific example tasks, but nevertheless 
it does corroborate my recollection that the database in the prototype system would 
include post-enrollment instructions to have specified tests performed on a patient. 

28. Exhibit L is a copy of page 63 from my third notebook, which contains my 
notes of a meeting on January 10, 2000. The list of attendees at this meeting includes Mr. 
Luke Brennan, who was a programmer hired to help code the prototype system. This 
document corroborates my recollection that by January 10, 2000 we had hired our first 
programmer employee to help code the prototype system. 

29. FastTrack Systems also hired Mr. Rick Larsen, who started employment at 
FastTrack Systems in mid-February 2000 as Vice President of Engineering. One of Mr. 
Larsen's tasks was to oversee the further development of the prototype system. 
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30. Exhibit M is a spreadsheet which I understand was provided by Mr. 
Larsen, and which appears to be a schedule showing numerous tasks being performed and 
to be performed during the period March 13, 2000 and June 23, 2000, toward the 
development of the prototype. The document corroborates my recollection that the 
prototype system was in active development before, during and after the period March 
13, 2000 through May 31, 2000. 

3 1 . Accordingly, FastTrack Systems proceeded diligently, from a date prior to 
September 10, 1999, to a date later than May 31, 2000, toward an actual working 
prototype of the invention of the subject patent application. 

Diligence Toward Constructive Reduction To Practice 

32. Exhibit N is a copy of pages 130, 131 and 143-149 from my first 
notebook. At page 130 are notes of my introductory meeting with Warren Wolfeld at 
Fliesler, Dubb, Meyer and Lovejoy LLP, who we would eventually select to prepare the 
subject patent application. The meeting was held on August 3, 1999, and between then 
and September 1999, we diligently worked toward selecting a patent attorney. 
Corroborating my recollection of such diligence is page 131 of the notebook, which are 
notes of my meeting on August 3, 1999 with a different patent attorney, and my note of a 
recommendation to yet a third patent attorney on page 146 of the notebook. Page 146 is 
undated, but it occurs between page 143, which is dated August 7, 1999, and page 149, 
which is dated August 11, 1999. 

33. Exhibit O are copies of invoices from Fliesler, Dubb, Meyer and Lovejoy 
covering their work in preparing the subject patent application. In Exhibit O I redacted 
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entries not required for purposes of this Declaration, and also fee amounts. I recognize 
these invoices because they were addressed to me and because I approved many of them 
for payment by FastTrack Systems, as can be seen by my approval signature on many of 
them. The invoices show work done in the preparation of the patent application 
continuously from September 23, 1999 through the filing of the patent application on 
May 31, 2000. 

34. All the activities described in this Declaration, as well as the preparation 
of each of the documents described in this Declaration, all took place in the United 
States. 

35. I hereby declare that all statements made herein of my own knowledge are 
true and that all statements made on information and belief are believed to be true; and 
further that the statements are made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under Section 1001 of 
Title 18 of the U.S. Code and that such willful false statements may jeopardize the 
validity of the application for any patent issued thereon or of any reexamination 
certificate. 
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FASTTRACK Systems, Inc. 
Execuctive Summary 



What is FASTTRACK? 

FASTTRACK is a clinical informatics and services company built around a network of domestic 
and international clinical trial sites and sponsors connected by advanced information 
technologies designed to greatly reduce the cost and improve the quality and timeliness of 
clinical trials. FASTTRACK focuses on Phase II and Phase III trials that are increasingly 
becoming the critical factor in time to market for new drugs. 

Why is FASTTRACK Important? 

Over the next five years, pharmaceutical products worth $30B in annual revenue will come off 
patent. In order to maintain the growth rates driving current valuations, the pharmaceutical 
industry must more than double the rate of new product introductions while maintaining 
current expense levels. Technologies such as combinatorial chemistry and high throughput 
screening have reduced the pre-clinical cycle time and the FDA Modernization Act and EU 
harmonization have reduced regulatory review times. But the human clinical trial time and 
costs have continued to grow. The time required for clinical trials now approaches 50% of the 
14.7 years that it takes the average new drug to come to market. Time to market is often the 
most important factor driving pharmaceutical profitability ~ a recent study demonstrated that 
the first drug-in-class to market averages a 50% market share with competing products dividing 
the remainder. In addition, the time for a second drug in a new class to appear in the market has 
decreased from six year to six month. An industry rule of thumb states that for a drug with 
billion-dollar market potential, each day spent in clinical trials reduces potential revenue by $3 
million due to patent expiration issues. 

Clinical trials are expensive and trial costs are growing twice the rate of revenue growth. In US 
pharmaceutical companies alone, about $8B or 40% of total pharmaceutical R&D is spent 
annually on human clinical trials. Spending on clinical trials is growing 15% per year, almost 
50% above the industry's sales growth rate. Trials are growing both in number and complexity, 
growing from 30 trials per new drug application and less than 100 procedures per trial to almost 
70 trials per application and about 160 procedures per trial, over the past 20 years. The trials 
process is largely paper-based and highly inefficient. In order to maintain growth and 
profitability, the pharmaceutical industry must significantly reduce the time and cost it takes to 
complete human clinical trials. 



What is FASTTRACK's Advantage? 



FASTTRACK Systems is assembling a network of clinical trial sites that will be linked together 
using FASTTRACK's proprietary information technology. The FASTTRACK network provides 
a total integrated solution to the clinical trials process with significant advantages over 
fragmentary approaches, such as: 

• An internet-based virtual network of "certified" and trained trial sites drawn from 
community clinics, specialty networks and academic centers, all which will use 
FASTTRACK technology to deliver efficient accrual, accurate and timely data collection and 
reporting, and real-time trial monitoring and compliance. 

• A direct e-commerce connection between sponsors and sites that will help both parties to 
meet their trial goals. 

• Advanced medical informatics technology that automatically generates all workflow 
procedures, data collection, and documentation based on the trial protocol, assuring strict 
adherence to protocol specifications, responsiveness to protocol changes, and timely 
collection of data at the point of care. 

• Central resources of software and databases that can assist both sponsor and site in 
optimizing trials and trial accrual, including accrual modeling, cost analysis, and trial 
enrollment. 

The heart of FASTTRACK's technology is the Intelligent Clinical Protocol (ICR). The clinical 
protocol is the foundation of every trial and largely determines the time, cost and ultimate 
success or failure of the trial. All parts of a trial, including recruitment, treatment, data 
requirements, trial management and reporting, flow from detailed specifications contained in 
the protocol. FASTTRACK believes that a system driven by the fundamental protocol provides 
the best solution for improving the trial process. 

The ICR begins with a protocol authoring tool that exploits detailed knowledge bases such as 
trial design templates, historical and competing clinical trials, actual medical procedure costs, 
anonymized patient clinical summaries, FDA and European regulatory requirements, pre- 
clinical pharmacokinetic and pharmacodynamic models and statistical parameters to assist the 
pharmaceutical medical director optimize study design and model all aspects of the clinical 
development process. FASTTRACK software automatically translates the protocol into an 
intelligent electronic Case Report Form (eCRF) to be transmitted electronically to the physicians 
performing trials. Anticipating the rapid growth of electronic medical records, the eCRF will 
automatically screen the physician's or institution's current patient records to determine trial 
eligibility. 

Following enrollment, FASTTRACK protocol-directed workflow management software will 
generate appropriate role-specific task lists to ensure that the physician, nurses and other staff 
execute the trial tasks as specified in the protocol. Finally, FASTTRACK standard point of care 
data collection devices to ensure that all required data is captured in real time and is 
automatically 'reality & quality checked' while the patient is in the physician's exam room. 



Results will be uploaded to FASTTRACK's repository, checked by on-line queries, and loaded 
into the sponsor's database for statistical analysis and subsequent FDA/EMEA submission. 
Using highly sophisticated temporal trending and abstraction technology, the FASTTRACK 
database can continuously search for complex evolving patterns such as subtle but progressive 
toxicity or adverse events. Following approval, FASTTRACK expects to repackage this 
information for the sponsor's marketing group to accelerate sales ramp-up. FASTTRACK 
network sites will also continue data collection after the trial is over for additional marketing 
and post-marketing surveillance purposes. 

Additional direct benefits to the study sponsors include: rapid analysis of interim study results, 
immediate implementation of any mid-study protocol modifications, near real-time monitoring 
of patient accrual and other project milestones, and point-of-service data validation and quality 
assurance. Direct benefits to study locations include: rapid patient accrual using automated 
screening tools, automatic protocol modifications without manual intervention, automated 
workflow and task lists for improved study productivity and throughput, and electronic data 
capture eliminating paper piles. The use of automated processes will eliminate many oversight 
steps which currently are done manually. Removing the manual tasks will significantly reduce 
direct labor costs, travel expenses, and time-to-database-lockdown. 

FASTTRACK will deliver its information services to sponsors, CROs and sites over the Internet 
using a central application service provider (ASP) and thin-client model that supports multiple 
user devices including workstations and hand-held computers. This approach will reduce cost, 
complexity and learning times for its users, providing them with service-based solutions rather 
than simply software. It also provides a direct connection between trial sites and sponsors, 
eliminating much of the inefficiency associated with middlemen services. All software and data 
will be centrally maintained for reasons of efficiency and security. Confidentiality will be 
maintained through strict use of modern encryption protocols and standards. 

What is FASTTRACK's Business Model? 

FASTTRACK will provide its solutions using a service-based business model in which 
FASTTRACK rather than sponsors or individual sites take responsibility for the entire trial 
process. This will eliminate the need for sponsors or sites to learn and support the complex 
technology underlying FASTTRACK and permit them to focus on the trials themselves. It will 
also eliminate the need for large up-front investments in equipment, software and training. 

The FASTTRACK network will incorporate clinical specialty networks, community practices 
and academic medical centers. Each site will use the FASTTRACK information system to 
recruit patients, manage their trials and deliver information to sponsors. FASTTRACK will 
maintain a central data base that will improve accrual efficiency and provide sponsors with 
quantitative proof of FASTTRACK network sites' ability to deliver patients and produce high- 
quality data in a timely and cost-efficient manner. FASTTRACK will also provide a central 
clearinghouse function so that sites can learn about other trials for which their particular patient 



populations would be appropriate, thereby increasing the number of trials in which they can 
participate. FASTTRACK's customers will include pharmaceutical organizations, CROs, SMOs 
and its network of trial sites. Its revenues will be derived from: 

• Licenses for the protocol authoring tool based on number of trials for which it is used by 
each sponsor. 

• Sponsor access to the central FASTTRACK anonymized database for recruitment simulation 
and protocol refinement and other knowledge bases, such as cost databases and population- 
based accrual estimates. 

• Trial management and reporting services for each site using a combination of transaction 
and subscription pricing models. 

• Sales of anonymized data to support sponsor marketing programs. 

• Specialized services to support electronic data submission and other regulatory reporting 
requirements. 

• Queries of practice locations regarding interest in potential studies or estimates of 
availability of unusual patient populations, marketing dynamics, longitudinal outcomes 
studies. 

• Addition of specialized non-protocol-required screening variables, such as functional status 
measures, which can be used as alternative endpoints should a clinical study fail to meet its 
designed endpoints. 

• Addition of specialized non-protocol-required variables, such as insurance status, which can 
be used by the site practice management administration for detailed clinical-financial 
evaluation of local case-mix and practice patterns. 

FASTTRACK intends to focus initially on trials involving drugs with complex protocols, high 
patient surveillance requirements, high activity intensity, high data volume and large market 
potential. Examples include oncology, HIV, cardiovascular and neuroactive drug trials. Once 
the FASTTRACK service is operating smoothly and its fixed costs are covered the Company will 
expand the service to other drugs and possibly devices. 

Who is FASTTRACK? 

FASTTRACK has assembled an executive management team of world-renowned leaders in 
medical informatics, clinical drug development and commercial clinical software development 
and proven start-up and high growth management experience. Members of the FASTTRACK 
Clinical Advisory Board and the Scientific Advisory Board represent world class, success-driven 
leaders in their fields from institutions such as Stanford University, Washingtion Univiersity in 
St. Louis, and the National Cancer Institute. The team has played central roles in the 
development of such drugs as zidovudine (Retrovir'^'^), paclitaxel (TaxoF'^), doxorubicin 
(Doxil), mitoxantrone (Novantrone'^'^), cis-platinum (PlatinoF'^), didanosine (Videx™), 
zalcitabine (Hivid^^). FASTTRACK Systems is funded by CW Ventures and ARCH Ventures, 
two of the leading healthcare venture capital funds that have been responsible for founding 



such leading edge companies as Athena Neurosciences, Aurora Biosciences, Cahper 
Technologies, Millenium Pharmaceuticals, Pharmacopeia, Sugen Pharmaceuticals and Vertex 
Pharmaceuticals. 

Summary - The FASTTRACK Advantage 

FASTTRACK provides the solution by which pharmaceutical companies will overcome the key 
bottleneck in getting new drugs to market. By offering a total set of information solutions and 
services for trials development and management based on unique technology it expects to 
revolutionize the way trials are conducted, taking significant costs and time out of the system 
and improving the overall success rate of the process. It provides direct, synergistic benefits to 
both sites and sponsors, creating a "win-win" for all participants in the clinical trial arena. We 
invite your inquiries about how we can help you. 
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interaction teciinique 
interface design 



FastTrack Systems 

Functional Specification 

by MONKEYmedia 

version 1.0d05 
December 17, 1999 



CONFIDENTIAL 



Patient List 

Today's visit (January 1 , 2000) 



09:00 - Edwards, Jill (IN) 
09:1 5 -Doh, Jane (HS) 
09:30- Boe, Pam (IN) 
09:45 -Young, Christine (IN) 
10:00 -Smith, Betty (CI) 
Green, Joan (CI) 
Stephens, Mae (CI) 
10:15- Rogers, Sandy (PC) 
10:30 -Moe, Pat (C2) 
10:45 -Opus, Lisa (CI) 
11:00- Kay Sue (IN) 
11:15- Ingram, Liz (CI) 

Ann, Deb (CI) 
11:30 -White, Susie (HS) 
11:45-Groene. Jill fHS) 



Note: 

IN = initial screening visit 

HS = history 

CI = chemo cycle I 

C2 = chemo cycle II 

PC = port-chemo followup 



Figure 7 - Task List: Patient List 



A successful login from the Patient List Log-in [1] leads to the Patient List. This screen allows 
access to all the patients scheduled at the clinic for that particular day 

A user with patient list access rights selects the patient whose tasks will be displayed on the task 
list screens [3] by clicking on the appropriate patient. 

The patient list is also the parking spot for the unit before it is put into the pre-docking state. 

After a predetermined interval of time without user input, the system times out, logs the current 
user out and blanks the screen per Sleep Screen#l [1.1]. 



This area of functionality includes several different sub-sections: 

• 3.1 —the Full Task List 

• 3.2 — the Outstanding Tasks List 

• 3.3 — the Task Info Screens 



A user will arrive at this series of screens in one of two ways: 
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• As a staff member with "change patient" rights who has selected a different patient's tasks 
to view from the patient hst [2]. 

• As a role player who is currently completing one of the listed tasks. This role will login 
via Login Screen #2 [4]. 

After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the display per 4. 

Assumptions 

The tasks listed are determined by two prerequisites: 

• Clinical coordinator has reviewed all tasks associated with a particular patient visit and 
validated the tasks. 

• Protocol-mandated tasks have been entered into the FT S by the FT S staff, such that the 
task list reflects the protocol. 



All Tasks 




Outstanding 


\^ Item 1 




Tasks 


Item 2 




Item 2 


\^ Items 







Figure 8 - Task List: All Tasks v. Outstanding Tasks 
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3.1 Patient Identifier Screen 



Confirm Correct Pt. 




Patient Name: 


Jane Doe 


Visit Date: 


January 1, 2000 


Disease Area: 


Oncology 


Trial Name: 


Nu-DrugXYZ123 


Visit*: 


6 (from 10) 


IVIed Rec#: 


555-12-3456 















Figure 9 - Task List: Patient Identifier Screen 

The user will use the following patient identifiers to confirm that the patient at hand matches the 
patient whose data is on the handheld unit. 

• Patient name 

• Visit date 

• Disease area 

• Trial name 

• Visit number 

• Medical record number 

• Current user 



This may be an independent screen or it may be embedded in the Full or Outstanding Task List. 

If this is an independent screen, a predetermined interval of time without user input causes the 
system to time out, log of the current user, and blank the screen per [4]. 

If this is a separate screen, re -login from sleep/login screen #2 [4] could lead to this screen before 
the task list to help users avoid errors in patient care. 
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3.2 Full Task List 



^ Item 1 

I \^ Item 2 

I Q Items 

^ Item 4 



Figure 10 - Task List: Full Tasli List 



The Full Task List includes all of the tasks associated with a particular patient visit for a particular 
day. This screen is the default view upon role -based login. A comment field at the bottom of the 
screen displays any notes the clinical coordinator has written to the staff members who will see the 
patient. Alternately, a staff member may enter a note for the clinical coordinator. 

Information on any task may be obtained by clicking on the "info" button next to the item. This 
will open the Task Info Screen [3.3]. 

The [Reset] button returns the data to the state it was in before the most recent login. 

After a task has been completed, the user checks it off in the list. When all the tasks associated 
with a role have been completed, the user clicks the [Done with Role] button. This action saves 
the data that has been entered and leads to Sleep/Login Screen #2 [4]. 

If some of the tasks associated with a role have not been completed before the user clicks [Done 
with Role], they will migrate from the Full list to the Outstanding list [3.2]. The user may toggle 
between the Full List and the Outstanding List using the appropriate button. 

When all the tasks associated with a patient have been completed — and before the patient exits 
— the clinical coordinator reviews the task list. Any missing data may be gathered at that time, 
staff, supply, and patient availability permitting. 

If no data is missing or it is not feasible to address any discrepancies at the time, the clinical 
coordinator may click the [Done with Patient] button to close the task list. This action saves all 
the data that has been entered and produces the Patient Rights Login Screen [5]. 
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After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the display per 4. 

There are pros and con's to using the reset button. 

• Pro: It allows clearing of inadvertent entries 

• Con: It risks creating confusion and clutter in the limited real estate. 



3.3 Outstanding Tasks List 



Outstanding Tasks — See-Fott— 
-^taskJJst- ' 



3 Q Items 



Others/Notes 



M 




Figure 11 - Task List: Outstanding Taslis 

The Outstanding Tasks List displays any items that remain to be addressed before the end of a 
patient visit. As noted above, all tasks not checked off by a role populate this screen. 

Information on any task may be obtained by clicking on the "info" button next to the item. This 
will open the Task Info Screen [3.3]. 

After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the screen as per 4. 



3.4 Task Info Screen 
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Before you draw, ask patient about... 



Figure 12 - Task List: Tasli Info Screen 

Information about tasks is displayed on this screen. Clicking [OK] will take the user back to 
either the Full Task [3.1] or the Outstanding Tasks List [3.2]. 

After a predetermined interval of time without user input, the system times out, saves any data that 
has been entered, logs the current user out, and blanks the screen as per 4. 

When the user checks off an item in the Outstanding List, then selects info on a task, the data may 
either remain on that screen or migrate to the Full List. 



Visually, this screen resembles Login Screen #1 . For a full discussion of the functionality of the 
Login screens, see Chapter 5, "Ubiquitous Controls and Affordances." 

This screen serves as the portal for a return to the Task List [3]. 

Sleep Screen #2 is a result of timeouts from the Task List [3], Login #2 [4], Failure Message #2 
[4. 1], Patient Rights Login [5] and Failure Message #3 [5. 1]. 



Visually, this screen resembles the Patient Rights Login of Section One. 

This screen inherits all the properties and rules of general Login and Sleep functionality as 
described in Chapter 5, "Ubiquitous Controls and Affordances," with the exception of the addition 
of a [Cancel] button to allow a return to the Task List [3]. 

A successful login takes the user to the patient list, while timeout from this screen takes the user to 
a login screen that leads back to the task list. 



FastTrack Functional Specification V.l.OdS (December 17, 1999) 
Confidential- FastTrack Systems, MONKEYmedia, CBC and Concepts 



user to the Eligibility Checklist [3] for the trial. Clicking on [Back to QuickScreen] takes the user 
to the QuickScreen screen [1]. 



2.1 Trial Info #1 



Trial Info 

Trial: NUDRUG-XYZ123 

The success of adjuvant therapy stems 
from its potential ability to eradicate pre- 
clinical microscopic metastases. The bone 
marrow is a frequent site of breast cancer 
metastases. 




Figure 16 - QuickScreen: Trial Info #1 

This screen will display a brief description of the trial selected by the user. The description may 
include a brief outline of some of the steps in the trial as well as details about what data the 
sponsor is looking for or what symptoms the drug addresses. 

From this screen, the user may return to the Browse Trial Results screen [2] by clicking [Back to 
List of Trials] or go on to check eligibility by clicking on [Check Eligibility for This Trial]. 



Eligibility Checklist 

Trial: NUDRUG-XYZ123 



Inclusion Criteria: 




▲ 


1 . Epithelial breast cancer 






2. Age between 1 5 and 60 






3. # involved lymph nodes >=10 






4. Gender = Female 






5. Previous treatment: mastectomy or 






lumpectomy 






6. Hormone receptor status = Positive 






7. ECOG performance status = or 1 






8. WBC >= 4,000 






9. Platelets >= 100,000 






1 0. Alkaline Phosphatase <= 1 .2 times norm 






1 1 . Bilirubin <= 1 .2 times normal 






12. SGOT<= 1.2 times normal 






13. Ejection fraction (MUGA) >= 50% 






Exclusion Criteria: 






1 . Primary tumor status not = T4 









Figure 17 - QuicliScreen: Eligibility Checldist 



22 
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This screen is used to determine if the patient quahfies for a particular trial by viewing certain 
inclusion and exclusion criteria. These criteria will be trial specific. 



As on the trial listing screen, more information about the trial can be read by clicking on the trial 
name below the patient identifiers. This leads to Trial Info #2 [3.1]. 

The user also has the option of returning to the Browse Trial Results [2] screen to select a different 
trial by clicking the [Back] button. A return to the QuickScreen may be accomplished by clicking 
[Back to QuickScreen]. 

Clicking [Qualify] produces the Qualification Confirmation Screen [4]. This button does not cause 
the unit to perform any calculation of eligibility. 

Open issues related to this screen include: 

• The number of trials, with all their different criteria, that the handheld unit can store. 



3.1 Trial Info #2 



Trial Info 

Trial: NUDRUG-XYZ123 



The success of adjuvant therapy stems 
from its potential ability to eradicate pre- 
clinical microscopic metastases. The bone 
marrow is a frequent site of breast cancer 
metastases. 



Cchecklist 



Figure 18 - QuickScreen: Trial Info #2 



This screen will display a brief description of the trial selected by the user. The description may 
include a brief outline of some of the steps in the trial as well as details about what data the 
sponsor is looking for or what symptoms the drug addresses. 

From this screen, the user may ONLY return to the Eligibility Checklist screen [3]. 



■a 
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ID 






Start Date 


Finish Date 


Predecessors 


Resource Names 


1 


release 1 .Oa prime 


70 d 


3/13/2000 8:00 


6/23/2000 1 7:00 






2 


this is a modified 1 .Oa plan that also includes 
simple trial/visit QS 


1 d 


3/13/2000 8 


00 


3/13/2000 17 


00 






3 




1 d 


3/13/2000 8 


00 


3/13/2000 17 


00 






4 


Dependencies 


49 d 


3/20/2000 1 7 


00 


5/26/2000 1 7 


00 






5 


finalize requirements/use cases 


Od 


3/20/2000 1 7 


00 


3/20/2000 1 7 


00 




arian 


6 


AvantGo 


1 d 


4/14/2000 8 


00 


4/14/2000 17 


00 




AvantGo 


7 














8 


iniormaiics 


43 d 


3/29/2000 8 


00 


5/26/2000 1 7 


00 






9 


Quickscreen and visit task 


43 d 


3/29/2000 8 


00 


5/26/2000 1 7 


00 






10 


define model tags and structure 


1 d 


3/29/2000 8 


00 


3/29/2000 1 7 


00 






11 


protocol data(for unit testing) 


1 d 


5/3/2000 8 


00 


5/3/2000 1 7 


00 




mike kahn 


12 


final protocal data 


1 d 


5/26/2000 8 


00 


5/26/2000 1 7 


00 




mike kahn 


13 


final for beta 


1 d 


5/12/2000 8 


00 


5/12/2000 17 


00 






14 














15 


development 


53.75 d 


3/13/2000 8 


00 


5/25/2000 15 


00 






16 




40.75 d 


3/13/2000 8 


00 


5/8/2000 15 


00 






17 


abstract entity bean framework 


25.18 d 


3/13/2000 8 


00 


4/17/2000 9 


28 






18 




1.25 d 


3/13/2000 8 


00 


3/14/2000 10 


00 




allen[80%] 


19 


review/updates 


1.25 d 


3/14/2000 10 


00 


3/15/2000 12 


00 


18 


phil[80%] 


20 


training 


2.5 d 


3/15/2000 13 


00 


3/17/2000 17 


00 


19 


allen[80%] 


21 




7.5 d 


4/5/2000 14 


28 


4/17/2000 9 


28 


61 


phil[80%] 


22 














23 


jsp framework 


5d 


3/13/2000 8 


00 


3/17/2000 17 


00 






24 


design 


1.25 d 


3/13/2000 8 


00 


3/14/2000 10 


00 




matt[80%] 


25 


review/updates 


1.25 d 


3/14/2000 10 


00 


3/15/2000 12 


00 


24 


matt[80%] 


26 




2.5 d 


3/15/2000 13 


00 


3/17/2000 17 


00 


25 


matt[80%] 


27 














28 




38.25 d 


3/15/2000 13 


00 


5/8/2000 15 


00 






29 


jsp 


38.25 d 


3/15/2000 13 


00 


5/8/2000 15 


00 






30 


modeling 


8d 


3/15/2000 13 


00 


3/27/2000 12 


00 


25 


john[50%] 


31 


Modeling/Review Security Expertise 


1 d 


3/27/2000 13 


00 


3/28/2000 12 


00 


30 


Security Architect 


32 


review/update 


8d 


3/28/2000 13 


00 


4/7/2000 12 


00 


31 


john[50%] 


33 




6.25 d 


4/28/2000 13 


00 


5/8/2000 15 


00 


32,133 


matt[80%] 


34 




35.18 d 


3/15/2000 13 


00 


5/3/2000 14 


28 






35 


modeling 


8d 


3/15/2000 13 


00 


3/27/2000 12 


00 


19 


john[50%] 


36 


Modeling/Review Security Expertise 


1 d 


3/27/2000 13 


00 


3/28/2000 12 


00 


35 


Security Architect 


37 


review/update 


8d 


3/28/2000 13 


00 


4/7/2000 12 


00 


36 


john[50%] 


38 




6.25 d 


4/25/2000 1 1 


28 


5/3/2000 14 


28 


37,136 


sidharth[80%] 




Business Processes 


52.68 d 


3/13/2000 8 


00 


5/24/2000 14 


28 






40 




7d 


3/21/2000 8 


00 


3/29/2000 1 7 


00 






41 


use case kick-off 


1 d 


3/21/2000 8 


00 


3/21/2000 17 


00 


5 


phil,peter,kelly,mike 


42 


quickscreen use case 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


mike[80%] 


43 


quickscreen synch 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41,26 


matt[80%] 


44 


handheld login 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


phil[80%] 


45 


resynch 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


peter[80%] 


46 


protocol loader 


2d 


3/22/2000 8 


00 


3/23/2000 1 7 


00 


41 


kelly[80%] 


47 














48 


Task Visit Browse/View 


4d 


3/24/2000 8:00 


3/29/2000 1 7:00 


41,42 


mike[40%] 


49 














50 


use case reviews 


6.25 d 


3/24/2000 8 


00 


4/3/2000 10 


00 






51 




2d 


3/24/2000 8 


00 


3/27/2000 1 7 


00 


42,43,44,45,46 


ph il[80%] , mike[40%] ,matt[80%] 


52 


review with developers 


0.68 d 


3/28/2000 8 


00 


3/28/2000 14 


28 


51 


ph il[80%] , mike[40%] ,matt[80%] 


53 














54 


review Task Visit BrowseA/iew 


1.25 d 


3/30/2000 8:00 


4/3/2000 10:00 


48 


mike[40%] 


55 














56 


Business Concept Model 


6d 


3/28/2000 14 


28 


4/5/2000 14 


28 






57 


business concept model 


5d 


3/28/2000 14 


28 


4/4/2000 14 


28 


52 


phil[80%] 


58 


business concept model 


2d 


3/28/2000 14 


28 


3/30/2000 14 


28 


52 


mike[40%] 


59 


business concept model 


1 d 


4/3/2000 10 


00 


4/4/2000 10 


00 


54,58 


mike[80%] 


60 


business concept model 


5d 


3/28/2000 14 


28 


4/4/2000 14 


28 


52 


peter[80%] 


61 


business concept model review 




4/4/2000 14 


28 


4/5/2000 14 


28 


60,57,59 


peter,phil,mike,kelly 


62 














63 


entity beans 


18.75 d 


4/5/2000 14 


28 


5/2/2000 1 1 


28 






64 


modeling 


3.75 d 


4/5/2000 14 


28 


4/11/2000 11 


28 


61 


sidharth[80%] 


65 




1.25 d 


4/11/2000 11 


28 


4/12/2000 14 


28 


64 


sidharth[80%] 


66 


code/unit test 


12.5 d 


4/12/2000 14 


28 


5/1/2000 9 


28 


65,114 


rick[80%] 


67 


code/unit test 


5d 


4/24/2000 9 


28 


5/1/2000 9 


28 


65,125 


phil[80%] 


68 




1.25 d 


5/1/2000 9 


28 


5/2/2000 1 1 


28 


66 


rick[80%] 
















70 




3.75 d 


4/14/2000 16:28 


4/20/2000 14:28 






71 


update 


1.25 d 


4/14/2000 16:28 


4/18/2000 9:28 


65,141 


kelly[80%] 
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72 




1.25 d 


4/18/2000 9:28 


4/19/2000 11:28 


71 


kelly[80%] 


73 




1.25 d 


4/19/2000 11:28 


4/20/2000 14:28 


72 


kelly[80%] 
















75 




34.93 d 


4/3/2000 10 


00 


5/22/2000 9 


28 






76 


design ui navigation 


2.5 d 


4/3/2000 10 


00 


4/5/2000 15 


00 


50,43 


matt[80%] 




;JSP) 


4.13d 


4/5/2000 15 


00 


4/11/2000 16 


00 






78 


aesign 


1 d 


4/5/2000 15 


00 


4/6/2000 15 


00 


76,61 


peter[80%],mike[80%] 






0.63 d 


4/6/2000 15 


00 


4/7/2000 1 1 


00 


78 


peter[80%],mike[80%] 


80 


qa review 


0.5 d 


4/6/2000 15 


00 


4/7/2000 10 


00 


78 




81 


coae/unit test 


2.5 d 


4/7/2000 1 1 


00 


4/11/2000 16 


00 


80,79 


peter[80%] 


82 




27.5 d 


4/12/2000 14 


28 


5/22/2000 9 


28 






83 


aesign 


1.25 d 


4/12/2000 14 


28 


4/13/2000 16 


28 


76,65 


sidharth[80%] 


84 




1.25 d 


4/13/2000 16 


28 


4/17/2000 9 


28 


83 


sidharth[80%] 


85 


coae/unit test 


3.75 d 


5/2/2000 1 1 


28 


5/22/2000 9 


28 


84,68 


rick[80%] 


86 


code unit test 


1.25 d 


4/17/2000 9 


28 


4/18/2000 11 


28 


84,81 


peter[80%] 


87 














88 


uuicl<screen synchronization 


52.68 d 


3/13/2000 8 


00 


5/24/2000 14 


28 








aesign ui navigation 


2.5 d 


4/5/2000 15 


00 


4/10/2000 10 


00 


76,50 


matt[80%] 


90 


investigation 


6.25 d 


3/13/2000 8 


00 


3/21/2000 10 


00 








aownload new AvantGo 


2.5 d 


3/13/2000 8 


00 


3/15/2000 12 


00 




cris[80%] 


92 




3.75 d 


3/15/2000 13 


00 


3/21/2000 10 


00 


91 


cris[80%] 


93 


;JSP) 


6.56 d 


4/10/2000 10 


00 


4/18/2000 15 


30 








aesign 


1.56 d 


4/10/2000 10 


00 


4/11/2000 15 


30 


89 


allen[80%] 


95 




1.25 d 


4/11/2000 15 


30 


4/13/2000 8 


30 


94 


allen[80%] 


96 


qa review 


1 d 


4/11/2000 15 


30 


4/12/2000 15 


30 


94 




97 


coae/unit test 


3.75 d 


4/13/2000 8 


30 


4/18/2000 15 


30 


96,95 


allen[80%] 


98 




27.5 d 


4/17/2000 9 


28 


5/24/2000 14 


28 








aesign 


1.25 d 


4/17/2000 9 


28 


4/18/2000 11 


28 


89,84 


sidharth[80%] 


100 




1.25 d 


4/18/2000 11 


28 


4/19/2000 14 


28 


99 


sidharth[80%] 


101 


coae/unit test 


2.5 d 


5/22/2000 9 


28 


5/24/2000 14 


28 


100,85 


rick[80%] 


102 


code unit test 


2.5 d 


4/19/2000 14 


28 


4/24/2000 9 


28 


100,86 


peter[80%] 


103 




5d 


3/20/2000 8 


00 


3/24/2000 17 


00 






104 


Handheld Login and (User) Timeout 


21.25 d 


3/13/2000 8 


00 


4/11/2000 10 


00 






105 


investigation 


8.75 d 


3/13/2000 8 


00 


3/23/2000 15 


00 






106 


soTiware evaluation / selection 


1 d 


3/13/2000 8 


00 


3/13/2000 17 


00 




cris[50%], AvantGo 


107 




8.75 d 


3/13/2000 8 


00 


3/23/2000 15 


00 




cris[80%] 


108 


aesign ui navigation 


1 d 


4/10/2000 10 


00 


4/11/2000 10 


00 


89 


matt[80%] 


109 


Handheld integration/development 


7.63 d 


3/23/2000 15 


00 


4/4/2000 1 1 


00 






110 


model / design 


1.25 d 


3/23/2000 15 


00 


3/24/2000 1 7 


00 


105 


AvantGo 


111 




1.25 d 


3/27/2000 8 


00 


3/28/2000 10 


00 


110 


AvantGo 


112 


qa review 


1 d 


3/28/2000 10 


00 


3/29/2000 10 


00 


111 


AvantGo 


113 




3.13d 


3/29/2000 10 


00 


4/3/2000 1 1 


00 


112 


rick[80%] 


114 


delivery test 


1 d 


4/3/2000 1 1 


00 


4/4/2000 1 1 


00 


113 


rick[80%] 


115 














116 


Resynchronization Timeout (Stale Data) 


30.18 d 


3/13/2000 8 


00 


4/24/2000 9 


28 






117 


investigation 


6.25 d 


3/13/2000 8 


00 


3/21/2000 10 


00 






118 


Evaluate options 


2.5 d 


3/13/2000 8 


00 


3/15/2000 12 


00 




cris[80%] 


119 


testing 


3.75 d 


3/15/2000 13 


00 


3/21/2000 10 


00 


118 


cris[80%] 


120 


design ui navigation 


3.75 d 


4/11/2000 10 


00 


4/14/2000 17 


00 


108 


matt[80%] 


121 


Handheld integration/development 


5d 


4/17/2000 9 


28 


4/24/2000 9 


28 






122 


design 


1.25 d 


4/17/2000 9 


28 


4/18/2000 11 


28 


95,21 


phil[80%] 


123 




1.25 d 


4/18/2000 11 


28 


4/19/2000 14 


28 




phil[80%] 


124 


qa review 


1 d 


4/19/2000 14 


28 


4/20/2000 14 


28 


123 




125 




2.5 d 


4/19/2000 14 


28 


4/24/2000 9 


28 


123 


phil[80%] 


126 














127 


Task Visit Browse/View 


16.43 d 


4/17/2000 8 


00 


5/9/2000 1 1 


28 






128 


design ui navigation 


2.5 d 


4/17/2000 8 


00 


4/19/2000 12 


00 


120 


matt[80%] 


129 


ui (JSP) 


7d 


4/19/2000 13 


00 


4/28/2000 12 


00 






130 


design 


2.5 d 


4/19/2000 13 


00 


4/21/2000 17 


00 


128 


matt[80%] 






2d 


4/24/2000 8 


00 


4/25/2000 1 7 


00 


130 


matt[40%] 


132 


qa review 


2d 


4/24/2000 8 


00 


4/25/2000 1 7 


00 


130 


matt[40%] 


133 




2.5 d 


4/26/2000 8 


00 


4/28/2000 12 


00 


131,132 


matt[80%] 




session beans 


13.75 d 


4/19/2000 14 


28 


5/9/2000 1 1 


28 






135 


design 


2.5 d 


4/19/2000 14 


28 


4/24/2000 9 


28 


128,100 


sidharth[80%] 


136 


review 


1.25 d 


4/24/2000 9 


28 


4/25/2000 1 1 


28 


135 


sidharth[80%] 


137 




lOd 


4/25/2000 1 1 


28 


5/9/2000 1 1 


28 


136,102 


peter[80%] 


138 














139 














140 


protocol loader 


36.07 d 


4/5/2000 14 


28 


5/25/2000 15 


00 








protocol application model/design 


6.25 d 


4/5/2000 14 


28 


4/14/2000 16 


28 


61,10 


kelly[80%] 


142 




1 d 


4/14/2000 16 


28 


4/17/2000 16 


28 




qa 


143 




11.25 d 


5/4/2000 8 


00 


5/23/2000 10 


00 


141,142,73,11 


kelly[80%] 


144 


unit test 


2.5 d 


5/23/2000 10 


00 


5/25/2000 15 


00 


143 


kelly[80%] 



functional freeze 



5/25/2000 15:00 

5/29/2000 8:00 ~ 
5/29/2000 8:00 
5/29/2000 8:00 
5/29/2000 8:00 



3/13/2000 8:00 



3/13/2000 8:00 



5/26/2000 15:00 15 

6/2/2000 17^146,- 

6/2/2000 1 7:00 

6/2/2000 1 7:00 33 
5/30/2000 1 7:00 



sidharth[80%] 

matt[80%] 

qa[200%] 



3/21/2000 8:00 



3/21/2000 8:00 



3/22/2000 13:00 



3/24/2000 8: 
3/28/2000 10: 
2.25 d I 3/30/2000 13: 



3/28/2000 ■ 
3/30/2000 ■ 
4/3/2000 ■ 



10:00 170 
2:00 171 
5:00 172 



4/12/2000 1! 



4/14/2000 1i 



testing tools/reporting process 



help with dev system te 



4/14/2000 ll 
4/20/2000 ll 
4/27/2000 ll 
5/1/2000 ll 



4/20/2000 ■ 
4/27/2000 ■ 
5/1/2000 ■ 
5/15/2000 ll 



5:00 177 
5:00 179 
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Application No. 09/584,936 



Atty Docket No. FSTK 1000-0 



EXHIBIT O TO 
SECOND DECLARATION OF 
INVENTOR MICHAEL G. KAHN 
UNDER 37 C.F.R. §1.131(b) 

INVOICES FROM FLIESLER. DUBB. MEYER AND 
LOVEJOY 



{00082137.DOC } 



FLIESLER DUBB MEYER 5, LOVEJOYu. 



PASTTRACK SYSTEMS 

ATTHi MicimEi. g imm md, pud 

vies PRBSIDEHT, MEDICAL INFORMATICS 

2955 CAMPUS DRIVE SUITE 350 
SAH MATEO, CA 94403 



3 Rendered Through Septembei 

Total Disbursements 
Total Current Pees &. Costs 
CLIENT TOTAL DUE 



Invoice: 10034 



FLIESLER DUBB MEffiR & LOVEJOYllp 
October 20, 1999 



FASTTR&CK SYSTEMS Page 2 

Re: GENERAL MATTERS 

Our File Wo, - rasT-onofimiso 

FAST GE 0000 



Date Description of Services Atty 

09-23-99 Prepare for meeting with M. Kahn; conference 
with M. Kahn re draft B-plan excerpt and 
resulting patent strategies,- make notes of 
meeting; further study of writeup; further 
consideration oE strategies and topics for 
patenting; memo re potential patent topics 
and information requested. WSW 



TOTAL FEES 

Date Disbursement Description 
09-30-99 Telephone, postage, travel & other costs 



Subtotal Disburaemants $ 



JsLLA MBb s. L' 



PASTTRR.CE SYSTEMS 

ATTMt MICHREL G KWffl MD, PHD 

VICE PRESIDlSrr, MEDICAL IHFOSmTIC! 

296S CAMPOS DRIVE SUITE 350 



For Sex vices Rendered Through November 3 

PREVIOUS BAIANCB 

Set Fayments 

Total Pegs 

Total Disburesm&nta 

Total Current Fees Costs 




FLIESLER DUBB MEYER & LOVEJOY llp 
December 20, 1999 



FASTTRACK SYSTEMS 

Re: GENERAL MATTERS 

Our File Ho. : PAST-OOOOOUSO 

FAST GE 0000 



Date Description of Services 

11-05^99 Conf . with Michael M-R re Quickscreen 

inventive aspects, relation to clinical 
products , and strategies for protecting 



11-08-99 Study materials; consider claims and claim 

filing strategies; timeline; itiajor revision 
of patent strategy memo including rough 
draft of several claims and claim 
organization. 
H-11-99 Revise memo; draft claims 

11-12-99 Revise claims; draft further claims; revise 
strategy memo; further revise claims; send 
all to client in rough form. 

11-16-99 IHHBipVPHmHBHHP; detailed 
conference with inventors re patent 
application plan, strategies, and detailed 



Disbursement Descriptic 



11-30-99 Telephone, postage, travel & other cost! 
Pax Charges 



iT-IESLER DUBB METER 5, 



FASTTRACK SYSTEMS 

ATTN: MICHAKL U KAHN MD, PHD 

VICE PRESIDEHT, MEDICAL INFORMATICS 

2955 CAMPOS DRIVE SUITE 350 

SAM MATEO, CA 94403 



I . D , : FAST 



For Services Rendered Through December 3 
PREVIOUS BALANCE 
He t Payment e 

Total Fees 

Total 

CLIENT TOTAL DUE 



FLieSLER DUBB MEYER S LOVEJOYlu 
January ^ 



Y 2^, 200C 



FASTTRACK SYSTEMS Page 2 

Re: GEiSERAL MATTERS 

Our File Ho.: FAST-OfiOftOIISO 

PAST GE 0000 



scription of Servie 



3 with M. Kahn; finai 



TOTAL FBE8 $ 

Date Disbursement Description Amount 
12-31-99 Telephone, postage, travel & other costs 

Subtotal Disbursements $ 




rUESLER DUBB MCYER S LOVEJOYllp 



INFORMRTICS 



For Services Rendered Through January 31, 
PRE'^IOOS BALANCE 

Total Fees 
Total Disbursements 
Total Current Fees & Costs 
CLIENT TOTAL DUB 



4 

Jf 



FlIESLER DUBB MEYER S LOVEJOYllp 
February 20, 2000 



FASTTRACK SYSTEMS P*9e 2 

Re: CLINICAL TRIALS MAHAGEMENT SYSTEM AND METHOD 
Oiir File Ho.: FAST-OIOQOUSO 
FAST PA 1000 



Date Description of Sex-vices 

• 01-19-O0 Study materials and draft claims. 
~ 01-20-00 Draft elairas; revise claims. 

- 01-21-00 Draft additional claims; study prior art 

reference . 

~ 01-25-00 Revise claims; draft new claims. 

- 01-26-00 Draft further claims; revise claims; dn 

additional claims; telephone conference 
MMR re certain concepts: consider 
specification structure; prepare top-le^ 
flow chart . 



TOTAL I 

Date Disbursement Description 
01-31-00 Telephone, postage, travel & other costs 
Subtotal I 




^ DUBB MEYER S LOVEJOYll 



FASTTRACK SYSTEMS 

ATTN: MICHAEL G KMH WD, PHD 

VICE PBESIDEHT, MEDICAL INFORMATICS 

2955 CAMPOS DRIVE SUITE 3 50 

SAM l-mTEO, CA 94403 

Client I.D.: PAST Invoice: 128' 



For Services Rendered Through February 2 9, 2000 
PREVIOUS BWJWCE 
Met Payments 

Total Pees 

Total Disburseraenta 

Total Current Fees & Costs 
CLIENT TOTAL DUE 



FLIESLER DUBB MEYER & LOVEJOYllp 
March 20, 2000 



FftSTTRACK SYSTEMS Page 2 

Re: CLINICAL TRIALS MANAGEMENT SYSTEM AHD METHOD 
Our File Mo . i FAST-OIOOOUSO 
FAST PA 1000 



)ats Description of Services 

i-02-00 Review notes in preparation for conferencf 
at clieat re patent application; conferetK 
at client; make notes re same. 
!-04-00 Study notes from meeting,- revise patent 

strategy memo and consider new questions. 
s-OT-OO Study and update materials; study tnateriaj 
newly received from client; consider patei 
application organization. 
S tudy ,'"^t^^^^''j£2^.^,g£g£tBac)^ 




; telephone 
needed; draft 



/ Pi-epare additional drawings; draft 

additional description. 
) Lengthy telephone conference v/ith MGK & MMR 
re inventive aspects and 1st draft of 



TOTAL I 

Disbursement Description 
•00 Telephone, postage, travel & other costs 
Subtotal Disburs 



FT.IESLEH DUBB ME?rER 5 LOVEJOYll 



FASTTRACK SYSTEMS 

ATl'M; MlCHAKJj C KAHN MD, PHD 

VICE PRESIDENT, MEDICAL IIJFORMATICS 

2955 CAMPUS DRIVE SUITE 3S0 

SAH MATEO, CA 94403 



Client I.D.: FAST 

For Services Rendered Through March 31, 2000 
PREVIOUS BALANCE 
Net Payments 

Total Fees 

Total Disbursements 

Total Current Fees t Coats 
CLIENT TOTAL DUE 



FLiESLER OUBB MF/ER S. LOVEJOYllp 
April 20, 2000 



FASTTRACK SYSTEMS 

Re; CLINICAL TRIALS MANAGEMEHT SYSTEM AHD METHOD 
Oust File Ho. : FAST-OIOOOUSO 
FAST PA 1000 



Date Description of Seryices 

03-16-00 Revise patent application; correspondence 

with J. Nguyen. 
03-17-00 Revise specification and add drawings fron 

03-20-00 Revise specification and drawings. 
03-21-00 Revise specification. 

03-22-00 Revise specification; Study materials new3 
received from elienC; telephonft conference 
with MGK re same and re additional 
guestiojia; revise claims table; study pric 
art papers. 



TOTAL FEES 

Date Disbursement Description 
03-31-00 Telephone, postage, travel & other costs 
Subtotal Di£ 



FLIESUER DUBB MEYER 5. LOVEJOY lu» 
May 20, 2000 



FASTTRACK SYSTEMS Page 2 

Re; CLINICAL TRIALS fMAGEMEHT SYSTEM AND METHOD 
Our File Ho.! FAST-OIOOOUSO 
FAST PA 1000 



Date Descri.ptlon of Seririces Atty 

04-03-00 Revise and finalize 1st draft of patent 
application; revise and finalize claim 
chart; aend all to client with lettej: . WSW 

04-19-00 Preltninary study of comments from inventors 
re patent application Draft #1 in 

preparation for t/c tomorrow. MSW 
04-20-00 Detailed teleconference with inventors re 
a patent application Draft f|l; 

MSW 

04-24-00 Draft claims re sub-protocol component 

access controls . WSW 

04-26-00 Telephone conference with M. Kahn re small 

entity etc. WSW 

04-26-00 Revise application, claims and drawings; 

revise and finalize application all; prepare 

formal execution papers; Bend all to 

inventors with letter of instruction. WSW 

04-27-.00 Mat with W. Wolfeld to discus-s cijmpleting 

the Information Disclosure Statement. RD 

04-28-00 Worked on the Information Disclosure 

RD 



TOTAL FEES i 

Date Disbursement Description 
04-30-00 Telephone, postage, travel & other costs 

Subtotal Disbursements $ 



i=l.lESLER DUBB METER & LOVEUOYllp 




PASTTRACK SYSTEMS 

ATTH: MICHAEL G KAHN MD, PHD 

VICE PRESIDENT, MKDICMj IMFORMATICS 

295S CAMPUS DRIVE SUITE 350 

SAN MATEO, CA 94403 



For Services Rendered Through May 31, 2000 
PREVIOUS BALANCE 
Set Payments 

Total Fees 

Total Disburisements /'f'"'** 
Total Current Fees & Costs 



Total 30 Days 60 Days 90 Days 120+ Days 

Due Current Past Due Past Due Past Due Past Due 



FLIESLER DUBB MEYER S LOVEJOYllp 
June 20, 2000 



FASTTRACK SYSTEMS Page 2 

Re: CLINICAL TRIALS MANAGEMEKT SYSTEM AND METHOD 
our File MO.: FAST-OIOOOUSO 
PAST PA 1000 



Date Description of Services 

04- 26-00 Identify and collect {with case clerk R. 

Disario) all references that arose during 
patent preparation; prepare for conference 
with case clerk to collect same, obtain 
missing references, and put all in IDS for 
submission to USPTO. 

05- 01-00 Worked on the Information Disclosure 

Statement 

05-03-00 Worked on the Information Disclosure 
Statement . 

05-04-00 Review and study MGK comments and questions 

re 2nd draft; consider issues and prepare 

and send response . 
05-04-00 Revise draft per comments and send to client 

at Marin address. 
05-22-00 Review papers received from MGK, including 

reference materials; message to MMR re still 

need his signature pages. 
OS -30 --00 Telephone 

received . 

05-31-00 Prepare and finalize formal filing papers; 

review and aheck signed doGumente; file 

application and supporting papers with U.S. 

Patent Office. 
05-31-00 Finalize Information Disclosure Statement 

with cited references; filing of same. 



TOTAL FEES $ 



Disbursement Description 



FUESLER OUBB MEYER S. LOVEJOY up 
June 20, 2000 



FASTTRACK SYSTEMS 

Re: CLIHICAL TRIALS HflHAGEMEHT SYSTEM fiHD METHOD 
Our File Ho. i FAST-OIOOOUSO 
FAST PA 1000 



Date Disbursement Descriptiic 

OS -3 1-00 PTO Fees; Patent applit 

assignment 
05-31-00 Telephone, postage, tr< 

Fax Charges 



Subtotal Disbursemei 



